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Suitability Petition 

January 27,200O 

Dockets Management Branch 
HFA-305, Room 123 
Food and Drug Administration 
Park Building 
12420 Parklawn Dr. 
Rockville, MD 20857 

Dear Sir or Madam: 

Enclosed is a Suitability Petition submitted in accord with FFDCA Section 
512 (n) (3) on behalf of Phoenix Scientific, Inc., St. Joseph, MO 64503. 

The Petition concerns a change in the salt form of the active drug substance in 
a generic Spectinomycin Sterile Solution from the approved product, AdspecTM 
Sterile Solution for subcutaneous injection in cattle, approved under NADA 141-077, 
for Pharmacia & Upjohn. The requested change is from active drug substance 
Spectinomycin sulfate tetrahydrate for the approved to Spectinomycin 
dihydrochloride pentahydrate for the generic. 

If there are any questions concerning this petition, or when you have 
completed your review, please call me at (816) 364-3777. 

Sincerely: 

Robert D. Gunderson 
Vice President, Regulatory Affairs 

3915 S. 48th St. Terrace l St. Joseph, MO 64503 
PO. Box 8039 (64508) 



816 364-3777 l Fax 816 364-3778 

SUITABILITY PETITION 

Identification of Petitioner: 
This Suitability Petition is submitted on behalf of Phoenix Scientific, Inc., 

(PSI) 3915 South 48” Street Terrace, St. Joseph, MO 64503 under Section 512 (n) (3) 
of the Federal Food, Drug, and Cosmetic Act. 

Action Requested: 
PSI requests permission from the Commissioner to file an Abbreviated New 

Animal Drug Application (ANADA) containing a different form of the active drug 
substance than the approved product. The approved product, AdspecTM Sterile 
Solution (NADA 14 l-077) contains Spectinomycin sulfate tetrahydrate equivalent to 
100 mg/mL spectinomycin. The proposed generic will contain Spectinomycin 
dihydrochloride pentahydrate equivalent to 100 mg/mL spectinomycin. The amount 
of active ingredients administered per dose to the animal will be the same for both 
products. 

The indications for the use of the generic product will be the same as for the 
approved product. A copy of the approved product labeling is enclosed. 

Statement of Grounds: 
The proposed product contains the same active ingredient and has the same 

indications, cautions, and warnings as the approved product. Both products are for 
subcutaneous injections in cattle. The products will differ only in the salt form of the 
active drug substance used, Spectinomycin dihydrochloride pentahydrate for the 
generic rather than Spectinomycin sulfate tetrahydrate for the approved product. The 
label copy will vary only as it relates to the different active drug substance. 

3915 S 48th St. Terrace l St. Joseph, MO 64503 
PO. Box 8039 (64508) 



816 364-3777 9 Fax 816 364-3778 

Environmental Impact: 
The action of submitting and reviewing of this Suitability Petition will not 

normally be expected to have an environmental impact. Therefore, under 21 CFR 
25.30(h), we request a categorical exclusion from the requirement to prepare an 
environmental assessment (EA), since, to the best of our knowledge, no extraordinary 
circumstances exist. 

Economic Impact: 
An “Economic Impact” analysis of this action will be provided upon request 

by the Commissioner. 

Certification: 
Attached is a statement that Phoenix Scientific, Inc. has included all 

information known to us, which is unfavorable to this Suitability Petition. 

Approval to file an ANADA for this Spectinomycin Sterile Solution based 
upon this Suitability Petition is requested. 

Sincerely: 

Vice President, Regulatory Affairs 

3915 S. 48th St. Terrace l St. Joseph, MO 64503 
PO. Box 8039 (64508) 



816 364-3777 l Fax 816 364-3778 

Certificate of Inclusion of Unfavorable Information 

As the Chief Executive Officer for Phoenix Scientific, Inc., I certify that no 
unfavorable information related to this Suitability Petition has been withheld from the 
attached Suitability Petition. 

/ I r 

LM --yp January 27,200O 
Kevin M. Schinze 
President and CEO 
Phoenix Scientific, Inc. 
St. Joseph, MO 64503 

3915 S. 48th St. Terrace l St. Joseph, MO 64503 
PO. Box 8039 (64508) 
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Adspec’” Sterile .SOIUII~~ 
Pharmacia 
&Upjohn 

brord or SpocllnomyCfn eulfato l lsrlla solution 

/“” 

For subcutaneous fnjectlo~ In catlIe. : ‘. -. 
..,.. ., /,. 

I., ,‘!‘ ,.: 

CAUTION: Federal (USA) law restrlcls lhls drug lo “?e by or,?” Ihe 
order of a licensed ~elerlnar!an; ,. , ,. i ;, ’ 

: 
3. 

- 
DESCRIPTION 

ADSPEC Sterile Solution contains lhe sulfale salt of speclino- 
mycfn, an ~minocy$i!of anlibi@c,produced by Slreplomyqss 
specfsbilis. 

Each mL of ADSPEC Sterile Solution contains speclinomycin 
sulfate letrahydrate equivalent to 1.00 mg spectinomycfn: and 
9.45 !ng benzyl alcohol, added as preserva!ive. The,pH .was 
adjusted wilh!hydrochJodc acid or,sodium! hydroxide. ,,, ,, 

<. 

Figure 1. Chemical structure of speclinomycin sulfa18 tetrahydrale 

The chemical name 01 spectinomycin sullale tetrahydrate IS: 
Dn~nhyrfro-4n.7.9-tr~hydrnry-2-methyl-6,9~bls(methyln~nino)-4H- 
(,y,,,,,u(2,:I-o~[ l ,*]lr”llLlrCIII,“111.4.l~r~u,Bull~~lu, IutIIIIIyLIIIIII1. 

MIcROE~OLOGY ’ * 
Speclinomycin Is bacterioslatic’and exerts ils ~nlibaclerial effect 

by bfnding to Ihe 305 ribosome and Inhibiting bacterial protein syn- 
thesfs. Spectfnomycin has actlvily against a variety of gram-nega- 
tfve bacter$some mycoplasma. and a lfmlled number of gram- 
positive bacteria. Generally, It Is no! active against anaerobic 
bacteria. 
’ Spectinomycin has‘demonslrated In”vilro and in viva activity 
against the three major pathogenic bacteria (P&ewe/la haemo- 
~y,,cs, Pasleurelfa mullocida. and Haemophilus somnus) associated 
with bovine respiratory disease (pneumonia). ,, 

Spectinomycin has also demonstrated in vitro activity’against 
Acrinomycss pyogenes. Mycoplasma bovis. and Mycoplasma 
drspsr. The clinical significance 01 this in vitro activily in cattle has 
not been demonslraled. ‘.. . t .I : 
,NDICAT,ONS ; ,1,. ‘. I !I’,i! : ,, *.I *- 1. ~2. %,.;lp 1 .I 

ADSPEC Sterile Solution is indicated for the lreatment of bovine 
respiratory disease (pneumonia) associated wilh Pasleurells 
haemolyllea. Pasreurella mullocida, and Haemophilus somnus. . 

CONTAAlNDlCATfONS. ’ ’ 
, 111 !. 

As with afr drugs. the use of ADSPEC Sterile Solution Is con- 
tramdicaled in animals previously found to be hypersensitive to the 
drug. 

RESIDUE WARNINGS .a : 

Treated cattle must not be slaughtered for ‘11 ” ‘, ; 
days fofrowlng lasl treatment. Dosages adminis- 
tered either in excess of the approved maximum ,y, ’ 
dose 01 by unapproved routes may result in irreoaf 
residues in edible lissues. 

A wilhdrawal period has not been established for 
lhls product in pre-ruminaling calves. Do not use in 
calves to be orocessed for veal - 4 

A milk disiard period has-not been eslabhshed 
lor Ihis product in lncloring dniry calllo Do nor use 
In lomole dnlry cntllo 20 mo11t11s 0r ncJe or oldor. 
Use al spectinomycin In lhis class of came may 
cause drug residues in milk. 

’ 

HUMAN WARNINGS 

NOT FOR HUMAN USE. KEEP OUT OF REACH OF CHILDREN. 
As with other anllbiotics. allergic reactions may occur in previ- 

ously sensitifed individuals. Repeated or prolonged exposure may 
lead lo sensltlzalian. Avoid direct contacl with skin, eyes, mouth, 
and clothing. Persons with a known hypersensilivity to spectino- 
mycin should avoid exposure lo this product. 

In case of accidental eye exposure. flush with water for 15 min- 
utes. In case of accidental skin exposure. wash wilh soap and 
water. Seek medical altenlion if allergic reactions occur. 

The material safety data sheet conlains more dewed occupa- 
tional salely Information. To report adverse elfects in users, to 
obtain more Information or oblain a material safety data sheet, calf 
l-8W-253-8600. 

PRECAUTIONS 
The salety Of ADSPEC Sterile Solution has nol been delermined 

for cattle intended for breeding. 

/‘- 

Discoloration at the fniection site may persist heyond 11 days 
allnr Injnclinn. This mny nocnssitnln trimmlnrr ol the tnjoctirm silo 
lllld surrulrlldilly 115slms 111 sluugtllor. 

ADVERSE IIEACTtONS 
‘I 110 UYO 01 AUSI’LC Slu~llo Sorullorl mey result 111 mlrd s~erhllg at 

the injeclion site. 
Ansphylaclic reaclions may occur in animals previously 

sensitized. 

ANtMAL SAFETY 
Cattle: When spectinomycin sulfale sterile solution was admmis- 

tered at 10 times (150 mglkglday) Ihe maximum daily recom. 
mended therapeutic dose for 5 days, treatment-relaled effects 
included increased relative kidney weights in heifers and sieers, 
squamous and lransitional epilhelial cells in the urine of steers. and 
decreased urinary pH in steers. Urinalysis was not performed on 
the heifers in this sludy Minimal injection site reactions were arso 
present al 1 day and 4 days post injection. 

When SpectinOmyCin sulfale sterile solullon was admlnlstered at 
doses of 15, 45. or 75 mglkglday (1X. 3X. or 5X the maximum dally 
recommended therapeutic dose) for 15 days, treatment-related 
elfecis included decreased urinary pH and mild swelling at injection 

: 

sites. At necropsy. labeled Injection sites examined at 1 day and i 
8 days aller inieclion of 30 mL 01 speclinomycin sulfate slerite solu- 
lion had dark red. Ian. brown. and/or dark brown areas. ollen wlh 
some expanston (thickening) 01 Ihe suhcutis. Onlv mild disc& v 
oration was observed on g&s examination of i&ction sites at 
15 days after injection. 

When specllnomycin sulfate slerile sorution was administered 
suhculnnmwsly al a dose of I5 mgikgldny to 152 crossbred bepl 
dvns W+III ~ht~nlly I~I:I:IIII~IIU nrtn 111 ~ihlr~ni tinid i~inl~. n110 Gnu 
*led IullwJllly 1110 secolld dillly IIlfecllull. I he cuvse ol death lollow- 
ing a gross necropsy was reparled as an anaphylactic reaction. 

DOSAGE AND ADMINISTRATION 
ADSPEC Sterile Solution is to be admintstered to cattle at a daily 

dose of 10 to 15 mg speclinamycin per kg 01 body weight (4.5 to 6.9 
mL per 100 lb body weight). Trealment should be administered at 
24.hour inlervals lor 3 to 5 consecutive days. Selection 01 dose 
(10 lo 15 mglkglday) and durallon ot trealmenl (3 to 5 days) should 
be based on an assessmenl of Ihe severity ol disease, palhogen 
susceptibilily. and clinical response. Do nol lnjecl more than 50 mi 
per Site 

ADSPEC Sterile Solution is to be administered to cattle by subcu- 
taneous inrection in the neck. 

STORAGE CONDITIONS 
Store at controlled room temperature 20’ to 25” C (68’ to 77’ Fr 

[lor addllional information see USP]. Protect from Ireering. 

HOW SUPPLIED 
ADSPEC Sterile Solution is available in the lollowing package 

S1Ze: 
500 mL vial NDC 0009-7383-05 

NADA U141.077. Approved by FDA 

Made in Mexxo for 
Pharmacia B Upjohn Company i .,, 
Kalamazoo. MI 49001, USA 

by 
Pharmacia 8 Upjohn. S A. de C.V. 
Calzada de Tlalpan Y2962 
04870 Mcx~co. D F. 
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